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DETAILED ACTION 

This action is in response to Applicants' amendment filed on 4/1/2009. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 98-1 02, 1 06, 1 07, 1 1 2, 1 1 3, 1 1 8-1 21 , and 1 24 are rejected under 35 
U.S.C. 1 03(a) as being unpatentable over Stayton et al. (U.S. Patent No. 385621 9) in 
view of Meredith (U.S. Patent No. 6755365). 

Stayton et al. discloses a substrate cutting device 10 having a cutter 18 a 
clamping mechanism 16 and a slide mechanism 30 coupled to the cutter 18. The slide 
mechanism 30 reciprocates parallel to base 10 (column 2, lines 6-10) and perpendicular 
to the clamp mechanism 16 and is thus considered capable of sliding parallel to the 
length wise grain of the substrate depending on the orientation of the substrate when 
placed into the bone supply channel 14. The slide mechanism 30 is pneumatically 
operated (column 1 , lines 56-60). It is considered that it is obvious to have a 
sensor/gauge with the pneumatic device since pressure in such devices needs to be 
regulated. The clamp is manually actuated. A controller, such as the operator controls 
both the clamp and the slide mechanism and it is considered that the controller is 
capable of varying the speed of the cutter and the force of the clamp. The blade section 
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28 of the cutter has teeth and have at least one predetermined cutting angle (Figure 4). 
In use a cadaver bone is placed into bone channel 14 and clamped with clamp 
mechanism 16 (column 1, lines 45-46). Cadaver bone is considered to be implant bone 
derived from a human source. Slayton et al. fails to disclose the second clamping 
mechanism controlled by a pneumatic actuator. Meredith teaches a bone mill device 10 
having a cutting element 17 located at a distal end of a bone chute 60. The guide 60 
has a clamping mechanism 66 with a contacting plate 68. The clamp mechanism is 
pneumatically powered to deliver the bone 22 at a consistent pressure and speed 
(column 6, lines 49-54). Consistent peed and pressure leads to little or no heat 
produced during the cutting process which allows for the preservation of morphogenetic 
proteins, allowing the bone to retain its osteoinductivity (column 6, lines 40-46). It would 
have been obvious to one skilled in the art at the time the invention was made to 
construct the device of Stayton et al. with the clamping mechanism actuated by a 
pneumatic means in view of Meredith in order to provide consistent pressure and speed 
to the bone so as to eliminate heat and preserve the osteoinductivity of the bone. 

With regard to claim 106, With regard to claims 2 and 3, it would have been 
obvious to one having ordinary skill in the art at the time the invention was made to 
construct the device of Stayton et al. as modified by Meredith with the clamp actuation 
unit to apply a force of 150-250 lbs, since it has been held that where the general 
conditions of a claim are disclosed in the prior art, discovering the optimum or workable 
ranges involves only routine skill in the art. In re Aller, 105 USPQ 233. 
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With regard to claim 107, it would have been obvious to one having ordinary skill 
in the art at the time the invention was made to construct the device of Stayton et al. as 
modified by Meredith with the clamp actuation unit to apply a force of 200 lbs, since it 
has been held that discovering an optimum value of a result effective variable involves 
only routine skill in the art. In re Boesch, 617 F.2d 272, 205 USPQ 215 (CCPA 1980). 

Claims 114, 116, 117, 122, and 123 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Stayton et al. (U.S. Patent No. 3856219) in view of Meredith 
(U.S. Patent No. 6755365) and further in view of Morris et al. (U.S. Publication No. 
2006/0024656). 

Stayton et al. and Meredith disclose the claimed method except for plasticizing, 
freezing, or, combing the substrate with glycerol prior to cutting. Morris et al. teaches a 
method of making bone particles where the bone is frozen (Paragraph 47), plasticized 
(Paragraph 50), and combined with glycerol prior to cutting (Paragraph 49). These 
steps result in a greater yield of particles for the available bone compared with that 
provided by previous methods (Paragraph 9). It would have been obvious to one skilled 
in the art at the time the invention was made to freeze, plasticize, or combing with 
glycerol prior to cutting the substrate of Stayton et al. as modified by Meredith in view of 
Morris et al. to provide a greater yield of particles from the available bone than 
compared to previous methods. 

Claim 115 is rejected under 35 U.S.C. 103(a) as being unpatentable over Stayton 
et al. (U.S. Patent No. 3856219) in view of Meredith (U.S. Patent No. 6755365) and 
further in view Schmitz (U.S. Patent No. 4637931). 
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Stayton et al. and Meredith disclose the claimed invention except for freeze 
drying the substrate. Schmitz teaches that freeze drying cortical bone has been shown 
to elicit little or no cell-mediated response and is the least antigenic of other bone 
allografts (column 3, lines 31-37). It would have been obvious to one skilled in the art at 
the time the invention was made to freeze dry the substrate of Stayton et al. and 
Meredith in view of Schmitz in order to produce an allograft that is antigenic. 

Allowable Subject Matter 

Claims 125-130 are objected to as being dependent upon a rejected base claim, 
but would be allowable if rewritten in independent form including all of the limitations of 
the base claim and any intervening claims. 

Response to Arguments 

In response to Applicants' argument that Stayton fails to disclose a cutter 
containing a blade section for producing fibers, the Examiner respectfully disagrees. 
The device of Stayton is a mill, which is generally used for crushing/grinding a solid into 
smaller pieces. Bone is an inherently fibrous structure, thus crushing/grinding bone in a 
mill will produce smaller pieces of the fibrous structure, and thus producing bone fibers. 
Furthermore, it has been held that a recitation with respect to the manner in which a 
claimed apparatus is intended to be employed does not differentiate the claimed 
apparatus from a prior art apparatus satisfying the claimed structural limitations. Ex 
parte Masham, 2 USPQ2d 1647 (1987). 
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Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ANDREW YANG whose telephone number is (571)272- 
3472. The examiner can normally be reached on IFP. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thomas Barrett can be reached on (571)272-4746. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
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you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Andrew Yang/ /Thomas C. Barrett/ 

Examiner, Art Unit 3775 Supervisory Patent Examiner, Art 

Unit 3775 



